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DETAILED ACTION 

1. This action is responsive to the application filed 5/1/2008. Claims 1-34 are 
restricted and claims 1-1 1 and 18 are provisionally elected by the applicant. 
Claims 1 -1 1 and 1 8 are rejected by the examiner. 

Election/Restrictions 

2. Restriction is required under 35 U.S.C. 121 and 372. 

3. This application contains the following inventions or groups of inventions 
which are not so linked as to form a single general inventive concept under PCT 
Rule 13.1. 

4. In accordance with 37 CFR 1 .499, applicant is required, in reply to this 
action, to elect a single invention to which the claims must be restricted. 

5. Group I, claim(s) 1 -1 8, drawn to a treatment catheter. 

6. Group II, claim(s) 1 9-34, drawn to a method of treating a first tissue layer 
while protecting a second tissue layer from treatment. 

7. The groups of inventions listed above do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack 
the same or corresponding special technical features for the following reasons: 
The common technical features shared by group I and group II are "a shaft 
having a shaft distal end and a shaft proximal end; a treatment head disposed 
about the shaft distal end, the treatment head adapted to present a low profile in 
a closed state and a broad profile in a deployed state, the treatment head 
adapted to percutaneously treat one of first and second tissue layers and protect 
the other of the first and second tissue layers from the treatment." These 
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elements cannot be the special technical features since they are disclosed in the 
prior art by Parins et al. (US 5078717) (hereinafter Parins). Parins teaches a 
shaft (fig. 8, inner tube 62) having a shaft distal end and a shaft proximal end (fig. 
8, inherent); a treatment head disposed about the shaft distal end (fig. 9, carrier 
member 68), the treatment head adapted to present a low profile in a closed 
state and a broad profile in a deployed state (fig. 8, displays the closed profile, 
fig. 9, displays the open profile), the treatment head adapted to percutaneously 
treat one of first and second tissue layers and protect the other of the first and 
second tissue layers from the treatment (fig. 9, carrier member 68 inherently 
treats tissues disposed adjacent to its proximal surface and shields tissues 
disposed adjacent to its distal surface). 

8. This application contains claims directed to more than one species of the 
generic invention. These species are deemed to lack unity of invention because 
they are not so linked as to form a single general inventive concept under PCT 
Rule 13.1. 

The species are as follows: 
Species I: claims 2-11 
Species II: claims 12-16 

9. Applicant is required, in reply to this action, to elect a single species to 
which the claims shall be restricted if no generic claim is finally held to be 
allowable. The reply must also identify the claims readable on the elected 
species, including any claims subsequently added. An argument that a claim is 
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allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

1 0. Upon the allowance of a generic claim, applicant will be entitled to 
consideration of claims to additional species which are written in dependent form 
or otherwise require all the limitations of an allowed generic claim. Currently, the 
following claim(s) are generic: claims 1 and 18. 

REQUIREMENT FOR UNITY OF INVENTION 

11. As provided in 37 CFR 1 .475(a), a national stage application shall relate to 
one invention only or to a group of inventions so linked as to form a single 
general inventive concept ("requirement of unity of invention"). Where a group of 
inventions is claimed in a national stage application, the requirement of unity of 
invention shall be fulfilled only when there is a technical relationship among those 
inventions involving one or more of the same or corresponding special technical 
features. The expression "special technical features" shall mean those technical 
features that define a contribution which each of the claimed inventions, 
considered as a whole, makes over the prior art. 

1 2. The determination whether a group of inventions is so linked as to form a 
single general inventive concept shall be made without regard to whether the 
inventions are claimed in separate claims or as alternatives within a single claim. 
See 37 CFR 1.475(e). 
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WHEN CLAIMS ARE DIRECTED TO MULTIPLE CATEGORIES OF 
INVENTIONS 

1 3. As provided in 37 CFR 1 .475(b), a national stage application containing 
claims to different categories of invention will be considered to have unity of 
invention if the claims are drawn only to one of the following combinations of 
categories: 

(1 ) A product and a process specially adapted for the manufacture of said 
product; or 

(2) A product and process of use of said product; or 

(3) A product, a process specially adapted for the manufacture of the said 
product, and a use of the said product; or 

(4) A process and an apparatus or means specifically designed for 
carrying out the said process; or 

(5) A product, a process specially adapted for the manufacture of the said 
product, and an apparatus or means specifically designed for carrying out the 
said process. 

14. Otherwise, unity of invention might not be present. See 37 CFR 1 .475(c). 

1 5. During a telephone conversation with Robert Beck on 1 0/27/1 1 a 
provisional election was made without traverse to prosecute the invention of 
group I, species I, claims 1-1 1 and 18. Affirmation of this election must be made 
by applicant in replying to this Office action. Claims 12-17 and 19-34 are 
withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as being 
drawn to a non-elected invention. 
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1 6. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) 
if one or more of the currently named inventors is no longer an inventor of at 
least one claim remaining in the application. Any amendment of inventorship 
must be accompanied by a request under 37 CFR 1 .48(b) and by the fee 
required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC §102 

1 7. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 1 02 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country 
or in public use or on sale in this country, more than one year prior to the date of application 
for patent in the United States. 

1 8. Claims 1 and 1 8 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Parins et al. (US 5078717) (hereinafter Parins). 

1 9. Regarding claims 1 , Parins teaches a shaft (fig. 8, inner tube 62) having a 
shaft distal end and a shaft proximal end (fig. 8, inherent); a treatment head 
disposed about the shaft distal end (fig. 9, carrier member 68), the treatment 
head adapted to present a low profile in a closed state and a broad profile in a 
deployed state (fig. 8 displays the closed profile, fig. 9 displays the open profile), 
the treatment head adapted to percutaneously treat one of first and second 
tissue layers and protect the other of the first and second tissue layers from the 
treatment (fig. 9, carrier member 68 inherently treats tissues disposed adjacent to 
its proximal surface and shields tissues disposed adjacent to its distal surface). 
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20. Regarding claim 1 8, Parins further teaches the shaft further comprising a 
first lumen configured and dimensioned to receive a guide wire for directing the 
catheter (fig. 1 , guide wire 30 is received by a lumen). 

Claim Rejections - 35 USC §103 

21 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

22. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

23. Claims 2-4 and 6-1 1 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Parins in view of Friedman (US 20030093072). 

24. Regarding claims 2 and 1 1 , Parins teaches a canopy (fig. 9, carrier 
member 68 and surface 80) having a protection side facing a direction distal from 
the shaft (fig. 9, surface 80 shields tissues distal to the catheter from electrodes 
72 and 74) and a treatment side facing a direction proximate the shaft (fig. 9, 
electrodes 72 and 74 are located on the proximal surface of 80). Parins fails to 
teach the canopy supported by a frame assembly comprising a runner, a plurality 
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of main ribs, a supporting rib coupled to each main rib, and an upper joint, the 
runner coupled to the shaft and moveable in an axial direction thereon, each 
main rib having a main rib outer end and a main rib inner end pivotally coupled to 
the shaft distal end at the upper joint, each supporting rib having a supporting rib 
inner end pivotally coupled to the runner and a supporting rib outer end pivotally 
coupled to the main rib, wherein the movement of the runner along the shaft from 
distal the upper joint to proximate the upper joint positions the frame assembly 
between a closed and deployed position, and therefore closes and deploys the 
canopy. 

25. Friedman teaches a tissue ablation catheter having a having a retractable 
deployable umbrella body (pg. 1, par. 5) comprising a canopy (fig. 5, 
membranous material 35) supported by a frame assembly comprising a runner 
(fig. 3a, slideable deployment/retractor collar 24), a plurality of main ribs (fig. 3a, 
splines 22), a supporting rib coupled to each main rib (fig. 3a, connector rods 34), 
and an upper joint (fig. 3a, central hub 28), the runner coupled to the shaft and 
moveable in an axial direction thereon (fig. 3a, slideable deployment/retractor 
collar 24), each main rib having a main rib outer end and a main rib inner end 
(fig. 3a, splines 22, inherent) pivotally coupled to the shaft distal end at the upper 
joint (fig. 3a, splines 22 are pivotally coupled to hub 28), each supporting rib 
having a supporting rib inner end pivotally coupled to the runner and a supporting 
rib outer end pivotally coupled to the main rib (fig. 3a, one end of connector rods 
34 is coupled to collar 24, the other end is coupled to splines 22), wherein the 
movement of the runner along the shaft from distal the upper joint to proximate 
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the upper joint positions the frame assembly between a closed and deployed 
position, and therefore closes and deploys the canopy (pg. 3 par. 32, fig. 3a). 

26. Because both Parins and Friedman teach methods for deploying a 
deployable/retractable canopy at the distal end of a treatment catheter, it would 
have been obvious to one of ordinary skill in the art at the time that the invention 
was made to substitute one method for the other in order to achieve the 
predictable result of deploying a deployable/retractable canopy at the distal end 
of a treatment catheter. KSR Intl Co. V. Teleflex Inc., 127 S. Ct. 1727, 1740-41 , 
82 USPQ2d 1385, 1396 (2007) 

27. Regarding claim 3, Parins, as modified, further teaches wherein the 
treatment side comprises treatment elements (see Parins, fig. 9, electrodes 72 
and 74 are disposed on the proximal side of surface 80). 

28. Regarding claim 4, Parins, as modified, further teaches wherein the 
treatment elements radiate from a central portion of the treatment side (see 
Parins, fig. 10, electrodes 72 and 74 are located in a radial direction from the 
center of carrier member 68) 

29. Regarding claim 6, Parins, as modified, further teaches wherein the 
treatment elements are present in discrete locations on the treatment side (see 
Parins, fig. 10, electrodes 72 and 74 are located discretely from each other). 

30. Regarding claims 7 and 10, Parins, as modified, further teaches wherein 
the heating elements are resistive heating elements that provide a predetermined 
amount of energy and wherein the treatment elements comprise radio-frequency 
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emitting elements that provide a predetermined amount of RF. (see Parins, fig. 9, 
electrodes 72 and 74, col. 2 lines 25-30). 

31 . Regarding claim 8 and 9, Parins, as modified, further teaches wherein the 
treatment elements are fiber optic elements that are adapted to provide a 
predetermined amount of laser energy (see Friedman, pg. 2, par. 16) and 
wherein the treatment elements are adapted to discharge fluid (see Friedman, 
pgs. 3-4, par. 35). 

32. Claims 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Parins in view of Friedman as applied to claims 2-4 and 6-1 1 above, and further 
in view of Edwards (US 6056744). 

33. Regarding claim 5, Parins, as modified, teaches treatment elements 
disposed on the treatment side of a canopy but fails to teach wherein the 
treatment elements radiate in a spiral pattern from a central portion of the 
treatment side. 

34. Edwards teaches several different distribution patterns of treatment 
elements on the surfaces of expansion devices, including a spiral distribution (fig. 
18c, electrodes 88 are arranged spirally on the surface of expansion device 20). 
Because both Parins and Edwards teach distribution patterns of treatment 
elements disposed on the surfaces of expansion devices, it would have been 
obvious to one of ordinary skill in the art at time that the invention was made to 
substitute one distribution pattern for the other in order to achieve the predictable 
result of an electrode distribution pattern on the surface of an expansion device. 
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KSR Intl Co. V. Teleflex Inc., 127 S. Ct. 1727, 1740-41, 82 USPQ2d 1385, 1396 
(2007) 

Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to ADAM AVIGAN whose telephone number is 
(571)270-3953. The examiner can normally be reached on Monday-Thursday 
8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Linda Dvorak can be reached on 571 272 4764. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571 -272-1000. 

/ADAM AVIGAN/ /Linda C Dvorak/ 

Examiner, Art Unit 3739 Supervisory Patent Examiner, Art 
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